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Nuclear Regulatory Commission § 31.13 

1 Labels authorized by the regulations in 
effect on September 26, 1979, may be used 
until one year from September 27, 1979. 

receive it by a license pursuant to this 
chapter or from an Agreement State, 
nor transfer the byproduct material in 
any manner other than in the un-
opened, labeled shipping container as 
received from the supplier. 

(5) The general licensee shall dispose 
of the Mock Iodine-125 reference or 
calibration sources described in para-
graph (a)(7) of this section as required 
by § 20.2001. 

(d) The general licensee shall not re-
ceive, acquire, possess, or use byprod-
uct material pursuant to paragraph (a) 
of this section: 

(1) Except as prepackaged units 
which are labeled in accordance with 
the provisions of a specific license 
issued under the provisions of § 32.71 of 
this chapter or in accordance with the 
provisions of a specific license issued 
by an Agreement State that authorizes 
manufacture and distribution of iodine- 
125, iodine-131, carbon-14, hydrogen-3 
(tritium), selenium-75, iron-59, or Mock 
Iodine-125 for distribution to persons 
generally licensed by the Agreement 
State. 

(2) Unless the following statement, or 
a substantially similar statement 
which contains the information called 
for in the following statement, appears 
on a label affixed to each prepackaged 
unit or appears in a leaflet or brochure 
which accompanies the package: 1 

This radioactive material may be received, 
acquired, possessed, and used only by physi-
cians, veterinarians in the practice of veteri-
nary medicine, clinical laboratories or hos-
pitals and only for in vitro clinical or labora-
tory tests not involving internal or external 
administration of the material, or the radi-
ation therefrom, to human beings or ani-
mals. Its receipt, acquisition, possession, 
use, and transfer are subject to the regula-
tions and a general license of the U.S. Nu-
clear Regulatory Commission or of a State 
with which the Commission has entered into 
an agreement for the exercise of regulatory 
authority. 

llllllllllllllllllllllll

(Name of Manufacturer) 

(e) The registrant possessing or using 
byproduct materials under the general 
license of paragraph (a) of this section 
shall report in writing to the Director 

of Nuclear Material Safety and Safe-
guards, any changes in the information 
furnished by him in the ‘‘Registration 
Certificate—In Vitro Testing With By-
product Material Under General Li-
cense’’. Form NRC–483. The report 
shall be furnished within 30 days after 
the effective date of such change. 

(f) Any person using byproduct mate-
rial pursuant to the general license of 
paragraph (a) of this section is exempt 
from the requirements of parts 19, 20, 
and 21, of this chapter with respect to 
byproduct materials covered by that 
general license, except that such per-
sons using the Mock Iodine-125 de-
scribed in paragraph (a)(7) of this sec-
tion shall comply with the provisions 
of §§ 20.2001, 20.2201, and 20.2202. 

[33 FR 16553, Nov. 14, 1968, as amended at 38 
FR 1271, Jan. 11, 1973; 38 FR 34110, Dec. 11, 
1973; 39 FR 26147, July 17, 1974; 40 FR 8785, 
Mar. 3, 1975; 41 FR 16446, Apr. 19, 1976; 42 FR 
21604, Apr. 28, 1977; 42 FR 26987, May 26, 1977; 
42 FR 28896, June 6, 1977; 44 FR 50325, Aug. 28, 
1979; 51 FR 36967, Oct. 16, 1986; 56 FR 23471, 
May 21, 1991; 56 FR 61352, Dec. 3, 1991; 58 FR 
67659, Dec. 22, 1993; 68 FR 58804, Oct. 10, 2003] 

§ 31.12 Maintenance of records. 
Each record required by this part 

must be legible throughout the reten-
tion period specified by each Commis-
sion regulation. The record may be the 
original or a reproduced copy or a 
microform provided that the copy or 
microform is authenticated by author-
ized personnel and that the microform 
is capable of producing a clear copy 
throughout the required retention pe-
riod. The record may also be stored in 
electronic media with the capability 
for producing legible, accurate, and 
complete records during the required 
retention period. Records such as let-
ters, drawings, specifications, must in-
clude all pertinent information such as 
letters, stamps, initials, and signa-
tures. The licensee shall maintain ade-
quate safeguards against tampering 
with and loss of records. 

[53 FR 19246, May 27, 1988] 

§ 31.13 Violations. 
(a) The Commission may obtain an 

injunction or other court order to pre-
vent a violation of the provisions of— 

(1) The Atomic Energy Act of 1954, as 
amended; 
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(2) Title II of the Energy Reorganiza-
tion Act of 1974, as amended; or 

(3) A regulation or order issued pur-
suant to those Acts. 

(b) The Commission may obtain a 
court order for the payment of a civil 
penalty imposed under section 234 of 
the Atomic Energy Act: 

(1) For violations of— 
(i) Sections 53, 57, 62, 63, 81, 82, 101, 

103, 104, 107, or 109 of the Atomic En-
ergy Act of 1954, as amended; 

(ii) Section 206 of the Energy Reorga-
nization Act; 

(iii) Any rule, regulation, or order 
issued pursuant to the sections speci-
fied in paragraph (b)(1)(i) of this sec-
tion; 

(iv) Any term, condition, or limita-
tion of any license issued under the 
sections specified in paragraph (b)(1)(i) 
of this section. 

(2) For any violation for which a li-
cense may be revoked under section 186 
of the Atomic Energy Act of 1954, as 
amended. 

[57 FR 55072, Nov. 24, 1992] 

§ 31.14 Criminal penalties. 
(a) Section 223 of the Atomic Energy 

Act of 1954, as amended, provides for 
criminal sanctions for willful violation 
of, attempted violation of, or con-
spiracy to violate, any regulation 
issued under sections 161b, 161i, or 161o 
of the Act. For purposes of section 223, 
all the regulations in part 31 are issued 
under one or more of sections 161b, 161i, 
or 161o, except for the sections listed in 
paragraph (b) of this section. 

(b) The regulations in part 31 that 
are not issued under sections 161b, 161i, 
or 161o for the purposes of section 223 
are as follows: §§ 31.1, 31.2, 31.3, 31.4, 
31.9, 31.13, and 31.14. 

[57 FR 55073, Nov. 24, 1992] 

PART 32—SPECIFIC DOMESTIC LI-
CENSES TO MANUFACTURE OR 
TRANSFER CERTAIN ITEMS CON-
TAINING BYPRODUCT MATERIAL 

Sec. 
32.1 Purpose and scope. 
32.2 Definitions. 
32.3 Maintenance of records. 
32.8 Information collection requirements: 

OMB approval. 

Subpart A—Exempt Concentrations and 
Items 

32.11 Introduction of byproduct material in 
exempt concentrations into products or 
materials, and transfer of ownership or 
possession: Requirements for license. 

32.12 Same: Records and material transfer 
reports. 

32.13 Same: Prohibition of introduction. 
32.14 Certain items containing byproduct 

material; requirements for license to 
apply or initially transfer. 

32.15 Same: Quality assurance, prohibition 
of transfer, and labeling. 

32.16 Certain items containing byproduct 
material: Records and reports of trans-
fer. 

32.17 Resins containing scandium–46 and de-
signed for sand-consolidation in oil wells: 
Requirements for license to manufac-
ture, or initially transfer for sale or dis-
tribution. 

32.18 Manufacture, distribution and transfer 
of exempt quantities of byproduct mate-
rial: Requirements for license. 

32.19 Same: Conditions of licenses. 
32.20 Same: Records and material transfer 

reports. 
32.21 Radioactive drug: Manufacture, prepa-

ration, or transfer for commercial dis-
tribution of capsules containing carbon- 
14 urea each for ‘‘in vivo’’ diagnostic use 
for humans to persons exempt from li-
censing; Requirements for a license. 

32.21a Same: Conditions of license. 
32.22 Self-luminous products containing 

tritium, krypton-85 or promethium-147: 
Requirements for license to manufac-
ture, process, produce, or initially trans-
fer. 

32.23 Same: Safety criteria. 
32.24 Same: Table of organ doses. 
32.25 Conditions of licenses issued under 

§ 32.22: Quality control, labeling, and re-
ports of transfer. 

32.26 Gas and aerosol detectors containing 
byproduct material: Requirements for li-
cense to manufacture, process, produce, 
or initially transfer. 

32.27 Same: Safety criteria. 
32.28 Same: Table of organ doses. 
32.29 Conditions of licenses issued under 

§ 32.26: Quality control, labeling, and re-
ports of transfer. 

32.40 Schedule A—Prototype tests for auto-
mobile lock illuminators. 

Subpart B—Generally Licensed Items 

32.51 Byproduct material contained in de-
vices for use under § 31.5; requirements 
for license to manufacture or initially 
transfer. 

32.51a Same: Conditions of licenses. 
32.52 Same: Material transfer reports and 

records. 
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